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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1 .1 14, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
06/06/06 has been entered. 

Receipt is acknowledged of the Amendments, Remarks and Terminal Disclaimer 
filed on 06/06/06. Claims 1-17 are cancelled and new claims 18-38 are added. 
Accordingly claims 18-38 are pending. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 18-38 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for treatment of a respiratory disorder, does not 
reasonably provide enablement for prophylaxis of the a respiratory disorder. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to use the invention commensurate in scope with 
these claims. The specification does not provide any disclosure to support a method of 
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preventing a respiratory disorder. This is also not known in the art. Respiratory 
disorders are not known to be preventable by administration of active agents such as a 
bronchodilator, an anti-inflammatory or combination thereof. (NOTE: Prophylaxis is 
defined as prevention or inhibition by Webster's dictionary and the PTO). 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 18-38 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 18 and 27 are indefinite for reciting the term "a second group of anti- 
inflammatory medicaments". Here, "A second... anti-inflammatory" is indefinite because 
there is not a first anti-inflammatory agent. Remaining claims are rejected for depending 
on a rejected base claim. 

Claim 18 is vague and indefinite for including the term "metered pre-metered". It 
is not clear what the Applicant intended to claim here. Applicant is required to correct or 
explain on the record what is meant by the said term. Remaining claims are rejected for 
depending on a rejected base claim. 

Claims 25 and 34 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
incomplete for omitting essential elements, such omission amounting to a gap between 
the elements. See MPEP § 2172.01 . The omitted elements are: depositing a 
biologically acceptable, inert substance between the deposits of the medicaments. 
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Without the said element in claims 25 and 34 there is no substantial element to 
examine. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 18-21, 23-30 and 32-38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gavin (WO 0178737) in view of Haikarainen et al (WO 0064519). 

Gavin teaches medical combinations comprising formoterol and budesonide. 
The combinations are used for prophylaxis and treatment of respiratory diseases (see 
abstract). The active agents may be a racemate, solvate, hydrate or functional 
derivative thereof. The formulations may comprise other active agents such as 
fluticasone propionate, beclomethasone dipropionate, mometasone furoate or 
triamcinolone acetonide. sodium cromoglvcate. nedocromil sodium, leukotriene 
antagonists , salbutamol. salmeterol. tiotropium . etc (see pages 5-6). The formulations 
may be in a form for inhalation such as fine particle dust administered via metered 
dose aerosols. Formulations for inhalation include powder compositions which will 
preferably contain lactose. The active ingredients will have a particle size of less than 
100 microns, and preferably from 1 to 5 microns (see page 6). 

The amounts of each active agent is disclosed in various examples, such as 
example 3, where a dry powder formulation comprises 24 microgram of (R,R)- 
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formoterol fumarate and 200 microgram of budesonide . thus meeting the concentration 
limitation of claims such as claim 7. The process of making the said formulations are 
disclosed in page 9 which reads "the active ingredients are micronised and bulk blended 
with lactose and filled into hard gelatin capsules or cartridges or in specifically 
constructed double foil blister packs to be administered by an inhaler such as a 
Rotahaler®, Disckhaler® or Disckus® inhaler". 

Gavin, discussed above, lacks specific disclosure on the separation of the 
powdered active ingredients on a common dose bed. 

Haikarainen teaches powder inhaler for combined medicament. The device 
comprises two or more medicament containers for different drug powders which are 
inhaled as a combined medication, and separate aerosolization channels for each drug 
powder (see abstract and page 3). The inhaler of the present invention is able to deliver 
and deaggregate medicament powder from two or more dosing recesses 
simultaneously without the use of pressurized air (see page 2, lines 36-38). Haikarainen 
also states that the first and second medicaments recess for receiving in one position 
a metered dose of the powdered medicament from the first and second medicament 
container (page 3, lines 24-26). The first and the second medicament containers are 
separated so that the active ingredients can not be mixed during storage. The suitable 
combinations of active agents include formoterol and budesonide; salmeterol and 
beclomethasone dipropionate: salmeterol and fluticasone, etc (see page 4). 
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It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to have employed the method and device of Haikarainen et al to 
make and deliver particle formulations of two or more active agents as taught by Gavin 
because the method and device of Haikarainen is disclosed to be advantageous for 
delivering powdered combination medicaments where by storing the active agents 
separately, the problems of aggregation and degradation is resolved. 

Claims 22 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gavin (WO 0178737) in view of Haikarainen et al (WO 0064519) as applied to 
claims 18-21, 23-30 and 32-38 above, and further in view of Trofast (6,030,604). 

The combined references discussed above, while teaching a wide variety of 
bronchodilators and anti-inflammatory agents, lack specific disclosure on ciclesonide. 

Trofast teaches a dry powder composition comprising one or more potent 
pharmaceutically active substances and a earner substance, all of which are in finely 
divided form. The active substance suitable for use in the invention include 
ciclesonide, formoterol. budesonide. mometasone. fluticasone, salmeterol . etc (see 
col. 1 , lines 26-62). The particle size of the active ingredients is said to be less than 10 
microns and preferably between 1 and 7 microns. The formulations comprises about 6 
microgram of formoterol and 100 microgram of budesonide per unit dose (see col. 2, 
lines 3-10 and 15-49). The said formulations can be administered via dry powder 
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metered dose inhalers, to patients suffering form disorders such as respiratory disorders 
(col. 3, lines 20-31). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made given the general teachings of the combined references, to have 
looked in the art for other and specific agents suitable for combination therapy such as 
ciclesonide, as taught by Trofast. 

Double Patenting 

The rejections of claims under nonstatutory double patenting based on a 
judicially created doctrine of obviousness over the three copending Applications are 
withdrawn. The submitted Terminal Disclaimers are entered and thus the rejections are 
obviated. 

Response to Arguments 

Applicant's arguments filed 06/06/06 have been fully considered but they are not 
persuasive. 

Applicant argues that "Gavin describes the pharmaceutical formulation as a bulk 
supply, i.e. a large batch of the two medicaments mixed together, from which a 
pharmacist takes a patient's supply and provides as patient package". While this is a 
correct statement, Applicant has chosen one embodiment of Gavin to argue against. 
Gavin's reference is clearly teaching the combination of agents for aerosol delivery and 
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is teaching a few different ways of achieving this objection. One of these is preparing 
blister packages of different medicaments and administering them together or 
separately (see page 2, lines 1-5, page 5, lines 13-15 and page 9). Gavin's examples 
teaches formulations prepared in a cartridge or blister. Thus this is clearly not done by 
the pharmacist. Gavin also teaches using the said formulations with known commercial 
devices such as Rotahaler® and Disckhaler®. Thus showing that both multi- dose 
compartments and single blisters are known and in use. 

Applicant argues that Gavin, in example 3, teaches a powder formulation where 
the two agents are micronized and bulk blended with lactose. This is correct, however 
Gavin is also teaching that compounds of the combination may be administered 
simultaneously, either in the same or different pharmaceutical formulations or 
sequentially. Specific embodiments do not negate a broader disclosure. 

Applicant argues that Haikarainen teaches a multi-dose dry powder inhaler, 
wherein the inhaler comprises two medicament containers, each containing a supply of 
dry medicament powder corresponding to a multitude of metered doses. Applicant is 
stating that Haikarainen does not teach the common dose bed and also since the active 
agents are in a relatively large multi-dose containers it is difficult to keep a low moisture 
level in. This is not found persuasive. Haikarainen teaches a device for delivering two 
different powder medicaments that are stored separately, are metered into necessary 
doses, each dosing recess is then delivered to ONE POSITION (equivalent to a 
common dosing bed) and then inhaled as a combined dose. Haikarainen specifically 
discloses that the powders are delivered de-aggregated and are stored separately to 



Application/Control Number: 10/603,818 Page 9 

Art Unit: 1616 

prevent degradation. Furthermore, the device has a lid closing the upper edge of the 
medicament containers and a cover together with a flap adapted to cover the 
medicament containers and the lid (see page 5, lines 37-39). It is then concluded that 
Haikarainen's device is very similar to the device claimed and that the two methods 
result in the same delivery of the same medicaments. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mina Haghighatian whose telephone number is 571- 
272-0615. The examiner can normally be reached on core office hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Mina Haghighatian 
August 03, 2006 




Joh^nn Richter, Ph.D. Esq. 
Supervisory Patent Examiner 
Technology Center 1600 



